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Challenges for innovation 

1. Policies driven to strengthen health systems are in fact 

constraining quality standards 

2. Aggressive trade barriers for Pharmaceutical companies are 

affecting access to medicines. 

3. IP is still perceived as a barrier and there are no policies aimed to 

protect IP at a regulatory level 

4. Parallel imports still unclear 

5. Weak control in Customs 

6. Counterfeited products: low penalties or no specific crimes  

 



Constraining quality standards 

• Maximum sales price do not affect the distribution 
chain (margins), but the Pharma industry, promoting 
withdrawal of products in the market (liberty choice). 

•  Regional price negotiation is not cost/effective and is 
promoting acquisition of substandard medicines: 

– 3 cases in CR were public tenders awarded to products 
with no regulatory approval at MOH and no 
bioequivalence (mandatory by law as well) 

– Oncology market is now concentrated in one company 
with products with no proven interchangeability  

 



Reference vs stringent regulatory 
authority 

• Reference authorities based on PAHO´s 
guidelines are been promoted to proceed with 
automatic recognition for regulatory 
approvals,  instead of “stringent regulatory 
authority” based on WHO´s guidelines for 
Prequalification of medicines , even when 
level IV of PAHO´s certification grants the 
process but not the quality of the drugs.  

– Actually affecting Biotec and oncology market 

 



Joint Negotiation of Prices and 
procurement of medicines  

• CAFTA chapter 9 establishes a series of 
principles and guarantees that must be 
complied with by all covered procuring 
entities of each DR-CAFTA country. 

• Thresholds established for each procurement 
have to be considered:  

– Applicable thresholds for the MOH in CR are of 
$77,494 and in the CCSS, thresholds for 
procurement of goods are currently established in 
$622,000. 

 



Trade barriers 

Inquietud por nuevos 

precios de los fármacos 
Ya se habla de escasez de algunos productos de marca y del aumento de otros. El 

director de Medicamentos dijo que cuatro laboratorios han enviado la lista de las 

medicinas que retirarán y "solo son 38" 

Altruline, Ativan, Ca-Lopid, Cardura, 

Dalacin, Debridat, Diflucan, Dilatin, 

Efexon, Epamin, Fasigyn, Lincocin, 

Lipitor, Lopid, Lyrica, Motrin, 

Neurontin, Norvasc, Tafil, Trosyd, 

Unasyn, Viagra, Xalatan, Zithromax, 

Bactrim, Kytril, Lexotan, Recormon, 

Rocephin, Valium, Xenical, Pantecta, 

Tecta, Crestor, Inderal, Nexium, 

Tenormin, Atenolol, Zestril y 

Lisinopril. 
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IP as a barrier? 

• Only 2-3 molecules have PL and 15 have DE in 
the market. None of them are in the essential 
drug list.  

– Maraviroc 

– Champix 

– Pristiq 

 

• Paralell imports with no specific regulation  



Counterfeited 

• MOH openly argues that they are not 
defending IP, acoording with the interview to 
the counterfeited commitee (National IP 
strategy) 

• Low penalties or no specific crimes 

• Custom autoroty is not doing any regular 
survaillance 

• International organizations promoting that IP 
is not related to counterfeiting policies…. 



….next steps 
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